Th.s reporf 'S roquift^O by law (7 USC 21 4J) :o feport occofOmg i« i^e reQuiononi can 

•-.sun fi an orOef lo cease anU uesisi on<i t<> be subiect :o penalites as provtOed lor m Seciioi> 2i50 


See reverse s»de lor 
addiiiorial inlorrnaKcjn 


iM I er agency Report Coniroi Mo 
OI80-OOA.AN 


UNITED states DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TyPE OR PR|/^0 16-2001 RCVD 


I REGISTIWKJM'^ ' X^V" ' FORM APPROVED 

50-R-0006 ! A 0MB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (N9me and Address, as fegtslered w#m USDA. 

mciude Zip 

— University of Delaware 
~ "“OffTce of Laboratory Animal Medicins 
.220.,J4Qlf Hall 
T._' Newark* DE 19716 
Status: Active 


3. REPORTING FACILITY (Ltst all local tons where anirriais were housed or used in aclual research, lesitng. teaching, or expenmenlaiioii, or held tor these purposes Attach additional 
sheets >1 necessary ) 


FACILITY LOCATIONS (Sites) 


020 Wolf Hall/McKinley Hall 
126 Worrilow Hall 


175 McKinley Lab 


report of animals used by or under CONTROL OF RESEARCH FACILITY (Attach adniitionai sheets >1 necessary or use APHIS fOPM r023A) 


A. 

Animals Covered 

0y The Animal 

Welfare Regulations 

S Numbei ol 
animals being 
bred. 

conditioned, or 
held lor use m 
leaching, lesiing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, ot 
l€»ts were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relievmg drugs 

0- Number ol ammalS upon 
which expertmenis. 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquih^ing drugs were 
used 

E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to Ihe animats and tor which the use ol appropriate 
anesthetic, analgesic, oi tranguilizmg drugs would 
have adversely at tec ted the procedures, results, or 
inierpreiaiion ot the teaching, research, 
experiments, surgery, or tests. fAn exp/ana/ion of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

total no 

OF animals 

(Cols. C ♦ 

0 4- E) 

4. Dogs 

0 

0 

0 

.0 

n 

5. Cats 

0 

0 

0 

_ .0 

n 

6. Guinea Pigs 

0 

0 

__ 0 

0 

n 

7. Hamsters 

0 

0 

. _ 0 

0 

0 

8. Rabbits 

0 

6 

0 

0 

6 

9. Non-human Primates 

0 

0 

0 i 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pias 

0 

0 

I 

0 

0 

0 

12. Other Farm Animals 






Goats 

0 

11 

0 

0 

11 

1 3. Other Animats 






White Tailed Deer 

0 

0 

16 

0 

16 














I ASSURANCE STATEMENTS 


1 ) ProiessiOiialty acceptable standards governing the care, Ireaimenl. arwj use Ol animals, including apprurtaie use ol anesthetic, analgesic, and Iranquili^ing drugs, prior * 0 . during, 
and following actual research, teaching, icsimg. surgery, or ex penmen la non were lollowed by ihis research tacihty 


LO Each ptihcipai invest igal or has considered allemaiives lo pamtui prrx:edures 


J) This facility IS adhering to the siai>dar(Js and regiilalKrns under the Act. and il has rer^uired that eKcepiions to the standards and regulations be specilied ami explained by it*e 
prmctpal investigator and approved Uy the institutional Animal Care and Use Committee (lACUC) A summary ol ail such exceptions is attached lo this annual report, tn 
addition lo idemilying Ihe lACUC approved exceplions. this summary includes a brtel explanation ul the excepiiuns. as well as the Species and number ol animals allecled 


A) The at lending velerinjriun lor Ihis research lacthly has appropriate aulhutiiy to ensure the provision of aOequale veterinary care and io oversee the adeciuacy ol other aspoefs ol 
animal care and use 



CKKTIKICA'nON BY II KADQU ARTKS IlKSEAKCll KACII.ITY OKKICIAI. 

(Chief Eitecutive Officer or Legally Kcaponsihic Insiiiutional Official) 

1 ceflily that Itie jtKive is true, corrm;!. and compii'ii' (7 !j S C Snehon 2 143) 


SiCNAl 

' Ptmt) 

DATE SIGNED 
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This report is required by law ^7 (JSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for m Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUkNT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO, 

50-R>0011 


CUSTOMER NO, 

719 


Interagency Report Control No 
0180-DOA-AN 

FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

CTYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered v^tth USDA. 
include Zip Code) 

ANALYTICAL BIOLOGICAL SERVICES INC. 

CORNELL BUSINESS PARK 701-4 
WILMINGTON, DE 19801 
(302) 654-4492 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expenmentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfams) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Animals Covered 
By The Animal 
Welfare Regulations 


C. Number of 

0. Number of animals upon 

E. Number of animals upon which teaching. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 

which teaching, 

teaching, research, 

conducted involving accompanying pain or distress 

research, 

surgery, or tests were 

to the animals and for which the use of appropriate 

experiments, or 

conducted involving 

an esthetic, analgesic, or tranquilizing arugs would 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

conducted 

distress to the animals 

interpretation of the teaching, research. 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 

use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 

relieving drugs. 

used. 

must be attached to this report) 





ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility, 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending vetehnarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


\C\AL (Type or Print) DATi 


DATE SIGNED 


Mmio rwiMvi ruico 
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rnuil in on < 


STRTEGIC BIOSOLUTIQN 


12075866751 

. ,a<* reyo«o,4iae,i« i-on''®* 


- iMMlllonjiiikiiarrn^ 


O^.Q.OpA.AN 


UNITED STATES OEPAflTMENT Of^ AQRICUUTURE 
animal and plant health INSPECTION SERVICE 

1. HEGlStiL^JP^j'IljJj^^j; ■ FORMiAPPROVEO 

^“V s OMa,NOl057lMD3E 

ANNUAL REPORT OF RESEARCH FACILITY 
(PfPB OB PRINT) 

2. HEADOUARTBIS^R^EARCH iEAaLITV* llVoino and Addf ota> M rogislorod wf/A US0A. . j 

agnostics, Inc, t 

126 1 Sandy Or | 

E328/B31 ! 

Neuarky DE 19713 j 

$t8^: Active | 

1 3. REPORTINQ'rACUJTV {Lisi oil locailMs wiiara animals iraia hcuaad or usad In acluol rasaiirch, iaslmg. iflacbing, or aspaiimwiiat^ or^l^ loriTbase puiposaw Allocfi addlUonai 

1 fheau il iiaMiary.) 

FAOUrr LOCATION5T5/to«J 

52 Anderson Road, Windham, Maine 


26578 Old Julian Hwy, RAmona, CA 



I RCPOAT OF ANIMALS US£0 HV OR UNDER CONTROL OF R£S£AnCH< FACILITY '/Air jcQ rntmlltottmi sh99(t -It fi9ansiirf'9r'\it9'APHi$^fOf^M^702M " 


A 

Afdmola.Coirorad 

By Tha Animal 

Walloro Rofpiloi kMS , 

fi. NumDOr ol! 
onlmaia boing 
brad. 

GarKililonod, 01 
hflM lor- Ufa Ul 
loocoirigk latiingi 
axpertmoAii. 
rvsaorcn, or 
lurgory but nol 
yol UHd lor such 
purposaa. 

C Numbai oh 
onlmoliiiupon 
wlucA:iaadung, 
rosaaich, 
OMporimnnis. or 
mis wort 
coodyciad 
Inuolving no 
pam, dlCIrass, or 

us« ol paiiv- 
roilyvlng drugi. 

• 9- NuifilMiiul oiiunali ui^ 

’ whicb'«i|MrinMnis.. 
t«aGlwng.'ieMorch;- 
^gory, or icsis^wtia 
ciirtduciod Invuhrifig 
occompoiiying pain^or 
dlairess 10 mo.oiiknals 
and. lor which appropriaia 
anasihotle. aiialgosic; dr 
Iranqulliring drugs woro 
usod. 

; ! E" NtomborldUpftlnuiftlvp^ 

V ,\«AfwinMnli.U.o9fidji^,tsu^ 

{copduciedijni^jic^ipgiu^pmyijjg 

•anas|boiic,fana<g8fwc,^jiranipiiiiging;druga’would 
hovBiachi«rsa(y<'altoi:i«diltMiiprocBdum,,i!aauAs. or 
iniorpcaioilonfOltllMiloachiiig^rosaatich,' 
i ttpOf tmooia,; BurggryJiorilpatA'ii TAnlogplanadon. 0 / 

. in. rnoow ' 

] animaisl4na{IO0ifa9^Qn4ftuch‘dnigi:w<Bem nal o99(S 

'.F. 

^ ■> * ■ 
, • •• 

TOTAL’ NO- ' 

OF animali 

:f ' 

(Cou. C A 

D E) 

A, Does 






5. Cats 






6. Guinea Flos 


100 

0 

0 

100 

7. Hamsiers 

Q 

14 

0 

0 

14 

8. Rabbits 

528 

inm 

50 

0 1 

4,659 

9, Non>human Primates 






' 10 . Sheeo 

75 

75 

I 0 

0 

75 

11 . Pios 






12. Other Farm Animals 






— Rnatia 

ilRRIHI 

557 

39 

0 

596 

13. Other Animals 


1 












' 




1 




‘ ’ 



I £i«n^ 0 lUA govfrnl^ |h« eiii«, liMiinaiil. (iml um al Htdudln^iApfitoflttlA.uMiot MMnMhttlc, aaafg«stc«‘ And iraiMMttilina diiigs, priot lo. 4 iifh> 9 . 

And lottowlhg AClUAl rcMardl. ISAchlnQ, losilng, Mirgary. or uporlmMUalton %«or« IgOotMii by lIUi rmaufch IpiQillty. ^ . » — - 

£aef) prindpiri invoAligalor ool Uonsidirid Allnrnollva fa paiiUul procodoras. 

I 

3 >. Twi fociitry il Adfining fo Ita slandoflU Mitl rtguloliinis umitr lh« Aci, ottd II hoc laquirMf fhai oxcapliont lo.lho-tlandardi and./^alions Deapa^itod ood upOiiiod br irio 
piinciiMl lnin«|lgo(or jiid appfdvatf by iho inMiltuiiaiiui Anlttuti Cort uitJ Uso Coin«uMt0 (lACUC). A iumfiiAry.ol an Micti Aftccpjtofic 1 » alUdhediio Ihlo. Annual report. In 
AdUllien 10 iOtftlMying Ih# lACUDappruvoU iuuipilan». Ihl^ Miimtoiy Uicimim A br^i oaplnnolion ol iho eacepikina, as weA ^ ihe spooas atid iiumbrff ol Anuiwlt aJlgcled. 

Tiie aiiiindiiig.^«rbiwtoii kM ihts luaurcri iaciliiy rut apprupiUiia oylhurtly 10 aosuro the pruvlsioii yl ihicquala vatarinary cara imd lo ovrarsae lAa adauuocv ol oltMr Mpocia ul 
aiiHnal cjira Olid usa. ‘ ~ 


CEUTIKICATION »Y llt£AI)QUAKTt‘S HKSEAKCII rAClUlTi.Y<aK,BiClAL 
(ChicrKkccullvc Orfiecr ur Ufialiy JUiipon:tiblo IjiiiUlulioiuliOrriciai).: 

( luiriily ihiii ilia.abow l» Una, oorrncl. and conipkna (7 U.Si.C/(SucllnnJ2j.:43C' .v 


;date siGNcp. 

(2^03^61 


|J-1WW 9 1/ 





















This reDOd is required by taw (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


united states department of agriculture 

ANIMAL AND PUVNT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
50-R-0009 


CUSTOMER NO. 
47 


Interagency Report Control No 
0180-OOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

NEMOURS FOUNDATION, THE 
1600 ROCKLAND RD 
WILMINGTON, DE 19899 


3. REPORTING FACfUTY (List ail locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfsrfes) 


LIFE SCIENCES CENTER 
WILMINGTON, DE 19803 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F, 

animals upon 

which experiments, 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic.anaigesic. or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C 

conducted 

distress to the animals 

interpretation of the teaching, research. 

O^E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 


pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, pnor to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report, in 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate vetennary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 
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Th« report ts required by raw (7 USC 2143). Failure to report according to tfte regulations can 
result in an order to cease and Cesrst and to be subject to penalties as provided for in Seciion 21 £0. 


See reverse side for 
addition ai inform atio 


'(V 


L- 

interagency Report Centra No 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CliSTCMER NO. 

50-R-0001 41 

FORM APPROVED 
■CMS NO. 0579-0036 

** 1 tR5j KcScARCH FACILITY (Name and Address, asregtstered with uSDa 

include Zp Code) 

E. t. DUPONT DENEMOURS 4 COMPANY, INC 

ELKTON ROAD 

P.O.BOX 50 

NEWARK.de 19714 
(302)366-6318 

3. REPORTING FACJUTT 
sheets if necessary.) 

r^^or^t^ry ^*B°uildi^g ”5^earcn, tesong. leacnrng. or expenmentation. or hold for these purposes. Attach additional 


See Attsched Usting 


Haskell Laboratory Building 1 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RE5EARCN FACILITY (Attactt additional sweats i? necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

a. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. htomberd 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animats upon 
which experiments, 
teaching, resiwreh, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anestoetic. analgesic, or 
tranquifaing drugs were 
used. _ - 

E, Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animais and for which the use of appropriate 
anesthetlaanalgesic. or tranquilhting drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
tfta procedures producing pain or distress in these 
animals and the reasons such drugs were nor used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C <»• 

0 ♦£) 

4. Dogs 





0 

5. Cats 





0 

6. Guinea Pigs 


2 

1 

0 

3 

7. Hamsters 


0 

178 

0 

178 

3. Rabbits 


575 

0 

32 

607 

9. Non^Human Primates 



1 

1 


0 

10. Sheep 





0 

11. Pigs 





0 

12. Other Farm Animals 





0 







13. Other Animals 





0 



















I ASSURANCE STATEMENTS 



1) Professionaity acceptaPle standards governing the care, treatment, and use of animals. Including appropoate use of anesthetic, analgesic, and tranquiizing drugs, prior to. dunng. 
and foltewing actual research, leaching, testing, surgery, or expenmentatiem were followed by tWa research Polity. 


2) Each principal investigator has considered attematives to painful procedures. 


3) This facBty is ^herir^g to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified aruj explained by the 
principal investigator and approved by the Irrstitutiortal Animal Care and Use Committee (lACUC). A sunvnary of all the «xcapttor» is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a bhef explanation of the exceptions, as wed as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of antma) care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible InstHutionai official) 

JOve is true, correct and complete (7 U.S.C. Section 2143) 

< 

NAME & TITLE OF C.E.O. OR INSTTnJUONAL OFRCIAL (Tvpe or Pnnt) 

DATE SIGNED 

/i/is/o! 


(AUG 91) 
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OuFbnt Haskell Laboratory 
for Health and Environmental Sciences 

VI - 'S ' Newark. DE 19714-0050 


November 13, 2001 


Elizabeth Goldentyer, DVM 
USDA, APHIS, REAC 
Eastern Regional Office 
920 Main Campus Drive 
Raleigh, NC 27606 

Dear Dr. Goldentyer; 

To address the issue of the category E animals in the USDA annual report of the DuPont 
Haskell Laboratory for Health and Environmental Sciences (50-R-0001), I am providing 
a list of five types of skin irritation studies and four types of eye irritation studies which 
were conducted in rabbits to meet the criteria of various regulatory agencies. All study 
protocols and SOP’s were reviewed and approved by the Haskell Laboratory’s 
Institutional Animal Care and Use Committee (lACUC). 

Skin Trritation Studies 

Thirteen (1 3) rabbits that were used in one of the following tests experienced signs that 
were considered to fall into category E. These studies comply with or are based on 
(screening studies) test guidelines OPPTS 870.2500 (1998) and OECD 404 (1992). 

1 . Skin Irritation Study in Rabbits - The purpose of this study is to supply safety 
assessment information and to enable companies to file for pre-manufacturing 
notifications (PMNs). 

2. Skin Irritation Study Under Potential Use Conditions - The purpose of this study is to 
supply safety assessment information and to enable companies to file for pre- 
manufacturing notifications (PMNs). 

3. Acute Dermal Irritation/Corrosion Study - This study is conducted for the registration 
of agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). The Acute 
Dermal Irritation/Corrosion Test is also conducted to aid in determining a Workplace 
Hazardous Material Identification System (WHMIS) rating for Canada and a 
Hazardous Material Identification System (HMIS) rating for the United States. 

4. Skin Absorption Approximate Lethal Dose Study - This study is performed for safety 
assessment and to determine a packaging class for the transportation of chemicals. 


E.L du Fbnt di and Comoairy 



Eve Irritation Studies 


Fifteen (15) rabbits that were used in one of the following tests experienced signs that 
were considered to fall into category E. These studies comply with or are based on 
(screening studies) test guidelines OPPTS 870.2400 (1998) and OECD 405 (1987). 

1 . Eye Irritation Study - The purpose of this study is to supply safety assessment 
information and to enable companies to file for pre-manufacturing notifications 
(PMNs). 

2. Primary Eye Irritation Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 

3. Acute Eye Irritation/Corrosion Study - This study is conducted for the registration of 
agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). 

4. Eye Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery compounds. 


An additional four (4) rabbits used in lACUC approved developmental toxicity studies 
were found dead or were euthanatized because of oral gavage trauma. The amount and 
degree of pain and distress, if any, could not be determined. These studies comply with 
or are based on (rangefinding studies) test guidelines OPPTS 870.3700, OECD 414 
(2001) or OECD 421 (1995). 

Testing for registration of crop protection chemicals is required under CFR 40 Part 158. 
Other testing is done for product stewardship purposes, for the reasons cited above. 

The LACIiC approved the conduct of these studies without the use of anesthetics, 
analgesics or tranquilizing drugs because the use of such drugs could adversely influence 
the experimental compound’s effect on the animal or alter the animal’s reaction to the 
experimental compound, resulting in invalid interpretation of the clinical signs by the 
scientists. Test guidelines (OPPTS) for these study types do not allow for the use of 
anesthetics, analgesics, or tranquilizing drugs, other than allowing use of local anesthetics 
in eye irritation studies where extreme pain is expected. Most tested substances are novel 
materials for which there is little or no information available upon which to predict the 
response. Test substances are not tested if it is expected they will produce corrosion or 
severe irritation (e.g., based on pH). They are tested in step-wise fashion (one rabbit 
first, then two more if the first does not display severe response) if the test substance may 
be expected to produce a severe response, based on data fi^om similar materials. 


DuPont actively supports research programs to develop scientifically acceptable 
refinements and alternatives to animal testing. We do use a commercially available in 
vitro system (Corrositex®) as a screen. We have also developed and validated the mouse 
local lymph node assay, which is used as a replacement for guinea pig dermal 
sensitization screening, where permitted by regulatory agencies. This assay is a 
refinement of the sensitization testing which involves much shorter exposures than the 
guinea pig assays. In those cases where the in vitro system provides sufficient 
information, no additional studies with animals are performed. At present, there are no 
validated alternatives that would completely replace animal tests which are required by 
national and international laws and regulations. 

Also, please note that there were no exemptions or exceptions to any USDA regulations 
and standards to report for this year. 


Sincerelv. 
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UNira STATES 0£.3ARTMeNT Of AGRiCJUnjRe 
ANiWAC ANQ Pl^MT HEALTH INSPSCHON SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

11 - 27-2001 RCVD 


1. REG^TRATICN .NO, CUSTOMER NO. ~- 

50-R-0C03 27 J=0«M approved 

OMQ NO. 057^^:006 

2. HEAOaUARTcRS RESEARCH rACJUTY (Nsma and Adtt-eas; «rw«wy«d 
irrdtxie Zip Code) 

INTHRVET, INC. 

405 STATE STREET 
P.O. 30X 318 
MltXSaORO. OE 13968 
(302) 934-8051 


cusTawEs MO. 
27 


3. REPORTING FAGUTY (Usl ail iQcationa v^here arimais were housed or used m acuai resaarcn. tsstinq. teaching, or aspenmentaiion. or held .'cr these purposes. Attach addocnal 
sheets if necessary.) 


FACrUTY LOCATlQNS('s/«s; 


See-Attached uspng 

tLillsijoro , DE 


DeSotp, KS St Shawnee, KS 


Dallas Center, lA Worthington, MN & Ru,.hmore, MN 


REPORT OF ANIMALS USED 3Y OR UNOER CONTROL OF RESEARCH FAClUTY ^A.iaCT ado/tfanaf sheers //necessary or use APHtS PQRM 70224 ) 


C. NumPer of 10. Numder of animais upon c. Numoer of animals upon ‘j^hich leachatg. 


Animals Covered 
0y The Animal 
Welfare Reguiadons 


S. Number of 
eoimais being 
bred, 

conditioned, or 
heid for use in 
teaching, tesdng. 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


C. Numder of 
anrmais upon 
’/rnidi teaching, 
research, 
experiments, or 
teats '-vers 
conducted 
involving no 
pain, dscress. or 
use of pain- 
relieving drugs. 


wnlch ftxpertments. 
teaching, rasearch. 
surgery, ar tests were 
canducsed involving 
accompanying pain or 
distress to the animals 
and for which apprcprlate 
anesthedc analgesic or 
denduiiicng drugs were 
used. 


exoenments. researth, surger/ or tests were 

conduced involving accompanying pain or distress TOTAL NO. 

to the animals and for which the usa of aoorophate OF AiNImAlS 
anesthedcarTalgealc. or trancxiiiizing drugs would 
have atfrersely arfeaed the procedures, results, or (Cols, C * 

interpretation of the teaching, research. Q*z) 

excenmaots, surgery, or tests. (An axp/anaobn o/ 

Che pmcsdores producing pain cn distress in chese 
animals artd the raasons such drugs were nof used 
musf be attached (o this rsporr} 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, ireatment. and use of animals, inducing agqrognats use of anesthetic, analgesic, and LTnouiliang drugs, prior to, cucng. 
and fdiowing actual research, teachirrg. testing, surgery, or experimentation were /cllowed by this research ^dlicy. 

2) Each phndgal investigator has considered allemadves to gainful procedures, 

3) This faclity is adhenng to the standards arrd reguiadons under the Ac. snd H has reovared that sxcspdcns to the standards and reguiadons be speeded and explained by the 
principal invesSgator and approved by the Institudonal Animal Care and Use Commictse (IaCUC). A summar/ of all the axceptiorw is attached to this annual report. !n 
addition to identifying the IACUC -approved exceptions, this summary Includes a bhef sxplanartcn of the exceptions, as well as the species and numder of animals affected. 

A) The attending veterma/ian for this research facBty has appropriate authenty to ensure the provision of ad eguaie veterinary care and to cversee the adeguecy of other 
aspecs of animal care and use. 


, cation 8Y headquarters research FACIUTY OFFICIAL 

Executive Officer or Legally Responsible Institutional official) 
rtify that the ab ove is true, correct, and cemdete (7 U.S.C, Sectlcn 21 ^ 3 ) 

"sign; CJAL I NAME i TITLE OF C.c.0. OR INSTITUTIONAL OFFICIAL ~(fypecr Print} fOAr 
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Column E E;«pianatian 


Tnis form Is Intended as an aid to completing the Column E explanation. It is not an offidal form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registratioh Number 50r-R?0Q3 

2. Number ^ ^ ^ animals used in this study. 



3. Species (common name! Hamsters animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

All Hamsters were used for testing as specified in 9CFR113.103 
cand 113.102. As -stated death is the end point. 



I 

1 - 


5. Provide scientific justification why pain and/or distress could not be relieved. Slate methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 5 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 1 3.102): 

Agenc y APHIS CF R 113.103 and 113.102 



Column E E;<pianation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1. Registration Number:50-R-003 


2. Number of animals used in this study. 

3. Species (common name) .of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

All 30 dogs were used for testing as specified in 9CFR 113.209 
And as stated clinical signs and death are required to determine' 
efficacy when -inoculated with rabies. 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
item 6 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


CFR 


Agency APHIS 


113.209 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation, it is not an official form and its use is 
voluntary. Names, addresses, protocois, veterinary care programs, and the like, are not required as part of an 
explanation. A Column £ explanation must be written so as to be understood by lay persons as well as scientists 


1. Registration Number: 50-R-003 


2. Number ^ of animals used in this study. 

3. Species (common name) of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

9CFR mandates that vaccine efficacy is to be established by 
demonstrating the prevention or statistical reduction of clinical 
signs exhibited by vaccinated animals as compared to non-vaccinated 
control animals following challenge with a virulent isolate. 

Clinical signs are used as bases for evaluating efficacy. Amelioration 
of pain due to challenge would prevent assessment of vaccine efficacy. 


I I 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency. 


APHIS 


CFR 113.305 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number. 


50-R^003 


2. Number 22 


of animals used in this study. 


3. Species {common name) Cats _of animais used in the study. 

4. Explain the procedure producing pain and/or distress. 

All (22) cats were used to evaluate safety and efficacy of potential 
ppotential product candidates. Observations of clinical signs were 
required to evaluate product efficacy and use of drugs or other 'means 
to alleviate clinical signs would interfere with determination of 
efficacy, making product selection impossible. All animals were 
observed regularly and would have been treated or euthanized if the 
pain and distress was determined to adversely affect the overall 
welfare of the animals. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 113.71 







This report is required by law (7 USC 2143). Fc.i'*r''e to '■'Prrci'i .le 'egulaiions can 

result in an order to cease and desisi and to be subject to penalties as provided for m Section 2150 
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


FORM APPROVED 
OMBNO 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regtstered wth USDA. 
include Zip Code) 

rENFCA.-TMc. AstraZeneca Pharm. 

P.O. BOX 15437 
{1800 CONCORD PIKE) 

WILM1NGTON.de 19850-5437 

(302) 886-8053 

3, REPORTING FACILITY (List ail locations where anrmaJs were housed or used in actual research, testing, leaching, or experimentation, or held for these purposes Attach additional 
sheets if necessary.) 



See Attached Listing 


FACILITY LOCATlONSfsires) 



A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 

4. Dogs 



C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relteving drugs. 


Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesTC, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drags were not used 
must be attached to this report) 


TOTAL NO, 
OF ANIMALS 



ASSURANCE STATEMENTS 


1) PrafesSionatly acceptable standards governing the care, treatment and use of animals, including appropriate use of ar>esthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each pflodpal investigator has considered alternatives to painful procedures. 

Z) This facility is adhering to the standards and regulations under the Act and it has required lhat exceptions to Ihe standards and regulations be specified and expiained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (tACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief ex|^anation of the exceptions, as well as the species and number of animals affected. 

4 } The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaily Responsible Institutional official) 


I r^ft'rfw that IKa 




. (Type or Print) 


DATE SIGNED 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntar}'. Names, addresses, protocols, veterinar}" care programs, and the like, are not required as part of an 
explanadon. A Column E explanation must be written so as to be understood by lay persons as well as 
scientists. 

1. Registration Number: 50-R*0004 

2. Number of animals used in this study: 440 

3. Species (common name) of animals used in this study: Gerbil 

4. Explain the procedure producing pain and/ or distress: 


:b)(4) 


5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (Por Federally mandated testing, see question 6 below.): 


:b)(4) 


6. What, if any, federal regulations requite this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary*. Names, addresses, protocols, vetennar\^ care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as 


1. Registration Number: 50-R-0004 


2. Number of animals used in this study: 335 


3. Species (common name) of animals used in this study: Gerbil 


4 Explain the procedure producing pain and/or distress: 


(b)(4) 


Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 



6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 


Page 2 of 7 
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Column E Explanation Form 


This form is intended as an aid to compiering the Column E explanation. It is nm an official form and its use is 
voluntar^^ Names, addresses, protocols, vetennar.' care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be wntten so as to be understood by lay persons as well as 
scientists. 


I. Registration Number: 50-R-0004 


2. Number of animals used in this study: 20 

3. Species (common name) of animals used in this study: Gerbil 


4. 


Explain the procedure producing pain and/or distress: 



(b)(4) 


5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid ro completing the Column E explananon. It is not an official form and its use is 
volunrar}^ Names, addresses, protocols, vererinar}' care programs, and the like, are not required as part of an 
explanation, A Column E explananon must be wntten so as to be understood bv lav persons as well as 


scienasts. 


1. Registration Number: 50-R--0004 


2 . Number of animals used in this study: 100 


3, Species (common name) of animals used in this study: Guinea Pig 


4. Explain the procedure producing pain and/ or distress: 


(b)(4) 


5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


What, if any, federal regulations requite this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


Tins form is mtended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntan'. Names, addresses, protocols, veterinar\' care programs, and the like, are not required as part ot an 
explanation. A Column E explanaaon must be wntten so as to be understood by lav persons as well as 
sciendsts. 


1. Registration Number: 50-R-0004 

2. Number of animals used in this study: 165 

3. Species (common name) of animals used in this study: Guinea Pig 


1(b)(4) 


5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/ or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


4. Explain the procedure producing pain and/ or distress: 



6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This tbtm is intended as an aid to completing the Column E explanation. It is riot an official form and its use is 
voluntart'. Names, addresses, protocols, veterinari- care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood be lay persons as well as 
scientists. 


1. Registration Number: 50-R-0004 


2. Number of animals used in this study: 168 


j. 


Species (common name) of animals used in this study; 


Guinea Pig 



5. Provide scientific justification why pain and/ or distress could not be relieved. 
State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see question 6 below.): 


(b)(4) 


6. What, if any, federal regulations requite this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntar^^ Names, addresses, protocols, veterinan' care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be wntten so as to be understood by lay persons as well as 
scientists. 


1. Registration Number: 50-R-0004 


2. Number of animals used in this study: 256 


3. 


Species (common name) of animals used in this study: 


Guinea Pig 



5. Provide scientific justification why pain and/or distress could not be reheved. 
State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see guestjon 6 below.): 


(b)(4) 


6. What, if any, federal regulations require this procedure? Cite the agency, the 
Code of Federal Regulations (CFR) title number and the specific section number 
(e.g., APHIS, 9 CFR 113.102): N/A 
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